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+ DEPARTMENT OF HEALTH & HUMAN SERVICES

q | 764 o

Anonct 2 2001
4 l\.lbt_lu\ 6-4, e NS\ A
466 Fernandéz
San Juan, Puerto
CERTIFIED MAIL
RETURN RECEIPT REQUESTED
WARNING LETTER
SIN-01-15

Jorge Machado Ruiz
President and Owner
Necco, Inc. (dba Freshmart)

P.O. Box 744/Pueblo Station
Carolina,Puerto Rico 00986

Dear Mr. Machado:

A 3___* JYDTNY AN A~

On May 25, 2001, the Food and Drug Administration (FDA) conducted a Class I recall
audit check inspection of your health food store located at Road 887, Km. 0.4,
Carolina, P.R. 00986. The reported findings, obtained during the recall audit check,
appear to violate Sections 301(c) and 402 (a) (1) of the Food Drug and Cosmetic Act
(the Act).

sell a recalled nutritional supplement, “Nature’s Plus Ultra-

Zyme, Hypo-Allergenic 90 uct n 52, lots 1005942 and 1007110),
after having been notified that this product was potentially contaminated with
[ AU | JE. SR aniom o 1

Salmonella microorganisms. The recalled tablets are adulterated per section 402(a)(1)

e

of the Act because they contam a ponsonous or deleterious substance, Salmonella
microorganisms, which may render them m]url()Ub to health. It is a pwuwucu act
(Section 301(c) of the Act) to receive an aduiterated food in interstate commerce and

deliver it or proffer delivery of it for sale.

The above listed violations are not intended to be an all-inclusive list of deficiencies at
your facility . You are responsible, with all other persons in positions of authority at
your company, to assure that your firm operates m full compliance with the

Food and Drug Administration

Juncos Avenue
Puerta De Tlerra
Rico 00901-3223




Jorge Machado Ruiz
Page 2
August 2, 2001

In addition, your firm failed to immediately follow-up the recall instructions for a
pose a serious health risk to consumers. Your firm did not attempt
ers who had purchased the product, or if customers were not known,

your store, as instructed in the recall letter.
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We have notified the Secretary of Health for the Commonwealth o
findings of the recail audit check and have recommended that the Deparime
evaluate these findings and take any further action they deem necessary. Your reply
should be sent to the Food and Drug Administration, San Juan District Office, 466
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Torres, Acting Compliance Officer.

Sincerely,
//I.. 3 7””1—117’;7.,)

WW Y44 kﬂw CALELLAG”

Wayne( Matthews

Acting District Director

Cc: Dr. Johnny Rullidn

Secretary
Department of Health
Commonwealth of Puerto Rico
P.O. Box 70184
San Juan, PR 00936-8184



